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6) ^ Claim(s) is/are rejected. 
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DETAILED ACTION 

Response to Arguments 

1 . Applicant's arguments filed November 17, 2008 have been fully considered but they are 
not persuasive. With respect to arguments regarding claim 1: Applicant argues that O'Riordan 
explicitly limits the disclosure to embodiments with pumps and therefore does not disclose 
allowing biological fluid to flow through the collection device of the collection bag without the use 
of a pump, O'Riordan discloses collection of biological fluid, blood, via a needle without the use 
of a pump. That fluid then flows directly to the collection bag having a fluid collection device, i.e. 
the needle. As stated in the previous action, no pump is present in the embodiment where the 
fluid is collected via a needle therefore O'Riordan discloses the step of allowing the biological 
fluid to flow through the fluid collection device to the collection bag without the use of a pump 
"as to the limitation "the fluid collection device of the fluid collection bag", there is no support for 
this limitation in the disclosure as originally filed. Specifically, Fig. 3 of applicant's disclosure 
clearly discloses a fluid collection device 3 that is physically separated from the bags 2 via first 
tube 6. Therefore the bag clearly does not have a fluid collection device. 

Z V With respect to arguments regarding claim 4: Applicant argues in addition to arguments 
based on those with respect to claim 1, that O'Riordan does not disclose or suggest the step of 
calculating the variation in weight of the fluid collected, this was acknowledged by the examiner, 
hence the rejection under 35 U.S.C. 103. The fact that the method of O'Riordan allows for a 
superfluous calculation for the variation in weight of fluid collected does not mean that adding 
that step to the method will be a disadvantage or that O'Riordan teaches away from adding 
such a step, as applicant appears to be arguing. As the step of performing this calculation is not 
explicitly taught by O'Riordan, examiner rejected the claim under 35 U.S.C. 103. The method of 
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O'Riordan clearly suggests such a step, a fact that applicant admits by stating that the 
calculation is "superfluous". 

3. The double patenting rejection made in the Office action mailed May 7, 2007 is 
withdrawn in view of the amendment to the claims. 



Claim Rejections - 35 USC §112 

4. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner 
and process of making and using it, in such full, clear, concise, and exact terms as to 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the same and shall set forth the best mode contemplated 
by the inventor of carrying out his invention. 

5. Claims 1-5 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. With respect to claim 1, there is no support in the disclosure as originally 
filed for a fluid collection bag having a fluid collection device. The fluid collection device 3 as 
disclosed is clearly and repeatedly disclosed as being an entity that is physically separated from 
the bag by a tube. Thus the bag cannot have the device as claimed. Claims 2-5 are rejected 
because they depend from claim 1 . 
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Claim Rejections - 35 USC § 102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

7. Claims 1-3 and 5 are rejected under 35 U.S.C. 102(b) as being anticipated by O'RIordan 
etal (EP 583,148 A2). 

With respect to claim 1 : O'Riordan teaches a method of collecting a biological fluid comprising 
collecting a biological fluid by natural flow via a needle (Page 3, lines 45-47) and without a 
pump, since the suction wand of the alternate embodiment of blood collecting means taught by 
O'Riordan is not used. The method further comprises the step of introducing a biological fluid 
collection bag 16 having a fluid collection device, i.e. the needle. With regard to limitations 
directed to the collection bag having a fluid collection device, in light of the rejection of claim 1 
under 35 U.S.C. 1 12, the phrases "has a collection device" or "collection device of the collection 
bag" are given their broadest reasonable interpretation in light of the specification, i.e. "have" or 
"of is interpreted as meaning "operatively connected to". The fluid collection device/needle is 
proximate to a biological fluid source, namely the arteriovenous system of a patient, and the 
needle is in fluid communication with the bag 16. (Fig. 4, Page 3, lines 24-27, 45-47, Page 4, 
lines 53-55) O'Riordan discloses the step of allowing the biological fluid to flow through the 
biological fluid collection device of the collection bag 1 6 to the bag without the use of a pump, 
inasmuch as the pumps disclosed by O'Riordan are the vacuum pump for the suction wand, 
which is not present in the embodiment having a needle in place of the wand, and the 
anticoagulant pump, which does not interact in any way with the fluid collection device. The 
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instant metlnod also comprises the steps of measuring a fluid flow rate of the biological fluid via 
flow detector 22 (Page 5, lines 19-21), and pumping anticoagulant solution to the collected 
biological fluid at a solution flow rate. (Page 3, lines 51-55, page 4, lines 15-21, 47, 48) The 
solution flow rate is adjusted while collecting the biological fluid based upon the measured fluid 
flow rate to preserve a selected ratio between the collected biological fluid and the anticoagulant 
solution. (Page 3, lines 54, 55; Page 4, lines 15-48, Page 5, lines 19-23) Specifically, O'Riordan 
discloses in lines 47-48 that "with the above-described system, anticoagulant can be 
automatically delivered as a function of either volume of blood salvaged or the salvage rate" (i.e 
the volume of blood collected or blood collection fluid flow rate). 

With respect to claim 2: The method taught by O'Riordan further comprises the step of pumping 
the anticoagulant and/or preservation solution to the collection bag 16 (Page 4, lines 53-55). 
The solution flow rate is adjusted while collecting the biological fluid based upon the measured 
fluid flow rate Qb to preserve a selected ratio in the collection bag 16 between the collected 
biological fluid and the anticoagulant and/or preservation solution. (Page 4, lines 15-33) 

With respect to claim 3: The biological fluid taught by O'Riordan comprises blood. (Abstract) 

With respect to claim 5: The method taught by O'Riordan comprises a step of pumping 
anticoagulant, wherein the act of pumping comprises pumping using a peristaltic pump 42 
having a variable rotation speed, inasmuch as the minimum pump speed can be set and the 
operation of the pump is controlled to ensure maintenance of the desired flow rate of 
anticoagulant. (Page 3, lines 54, 55; Page 5, lines 4,5) The method also comprises adjusting the 
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variable rotation speed to obtain the appropriate solution flow rate. (Page 3, lines 54,55; Page 5, 
lines 4,5) 



Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

9. Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over O'Riordan et al 
(■148). 



With respect to claim 4: The method taught by O'Riordan comprises a step of measuring a fluid 
flow rate Qb, wherein measuring a fluid flow rate of the biological fluid comprises calculating the 
variation in volume of the fluid collected, wherein such volume has an associated weight directly 
correlated to said volume by the density of the biological fluid. O'Riordan does not teach that 
measuring a fluid flow rate of the biological fluid comprises calculating the variation in weight of 
the fluid collected. However, the data accumulated by performing the step of measuring the 
variation in volume can easily be used by one of ordinary skill in the art to calculate variation in 
weight by multiplying the variations in volume by the density of the fluid (know because the fluid 
is blood) and multiplying the resulting mass variation by the gravitational constant to produce 
the associated weight variations. Therefore, it would be obvious to one of ordinary skill in the art 
to modify the method taught by O'Riordan such that the step of measuring fluid flow rate Qb 
further comprises the step of calculating the variation in weight of fluid collected with a 
reasonable expectation of success to monitor the amount of fluid collected to determine when a 
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sufficient amount of blood has been collected and the process can be stopped. 

Conclusion 

10. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant 
is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
IVIONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-IVIONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to MELANIE J. HAND whose telephone number is (571)272-6464. The 
examiner can normally be reached on Mon-Thurs 8:00-5:30, alternate Fridays 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zaiukaeva can be reached on 571-272-1 115. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Melanie J Hand/ 
Examiner, Art Unit 3761 

/Tatyana Zaiukaeva/ 

Supervisory Patent Examiner, Art Unit 3761 



